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SPECIFICATION AMENDMENTS 

Please delete the paragraph beginning on page 13, line 19 and ending on page 14, line 16 
and insert the following paragraph as follows: 



In another embodiment, the present invention is a method of making a pharmaceutical 
composition in the form of a perforated layered tablet. In one embodiment, the method 
comprises making pharmaceutical composition in the form of a perforated layered tablet, such as 
the perforated layered tablet 30 16 shown in Figure 2. The method comprises providing a 
pharmaceutical composition comprising one or more than one first outer layer 22- 20, where the 
outer layer comprises one or more than one substantially water-insoluble polymer, or the outer 
layer comprises one or more than one substantially water-soluble polymer; and an inner polymer 
layer 22 comprising one or more than one enteric polymer and a drug, where the enteric polymer 
is substantially hydrophobic and substantially soluble in a substantially aqueous environment 
above a pH of about 5. Then, the first outer polymer layer 32 20 is compressed into a die. Next, 
the enteric polymer and a drug are combined to form a mixture. Next, the mixture is compressed 
into the first outer polymer layer 22 20 to form an inner polymer layer OS 22. Next, a second 
outer polymer layer 24 18 is compressed into the inner polymer layer 24 22 to form a tablet 2& 
16 . Next, a perforation 30 26 is formed in the tablet 2& 16. In a preferred embodiment, the tablet 
is a cylindrically shaped tablet and the perforation extends completely through the center of the 
cylindrically shaped tablet, hi another embodiment, the method additionally comprises mixing 
one or more than one binder into the enteric polymer and the drug to form the mixture and 
compressing the mixture into the first outer polymer layer 22 20. In a more preferred 
embodiment, the method comprises compressing the first outer polymer layer 22 20 into a die 
with a press. Then, the inner polymer layer 24 22 is compressed into the first outer polymer layer 
22 20 in the die. Next, the second outer polymer layer 34 18 is compressed into the inner 
polymer layer 24 22 in the die to form the layered tablet 2S 16. Next, the perforation 30 26 is 
formed in the layered tablet 3& 16 with a drill. In one embodiment, the press is Carver press and 
the layered tablet is compressed under about a 6,000 psi compression force. Other methods for 
fabricating perforated layered tablets of the present invention can be used, such as modifying 
punches of a rotary multilayer tablet press, as used, for example in a commercial process, as will 

JA1.0MA LINDA UNtVERSlTY\l4498\28 PRELIMINARY AMENDMENT.DOC 2 



PACE 3/5 * RCVD AT 1 1AV2005 6:26:17 PM [Eastern Standard Time] ■ SVR:USPTO-EFXRF-6/28 ■ DNIS:2738300 ■ CStt>:626 793 6685 * DURATION <mm-ss):01-48 



•Nov 07 05 04:31p Sheldon & Mak 



62G 793 6G85 



P 



10/630,879 Attorney Docket No. 14498 

be understood by those of skill in the art with reference to this disclosure. 
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